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OverviewOverview
• What is health literacy?

• What is a medication 
label?

• What do we know about 
health literacy and 
medication labels?

• How can we improve 
OTC drug labels?



IOM Report on Health LiteracyIOM Report on Health Literacy
● 90 million adults have trouble 

understanding and acting on 
health information

● Complex text must be simplified 
and attention paid to culture and 
language

Healthy People 2010
● Improve health 

communication/health literacy



Health Literacy of AmericaHealth Literacy of America’’s Adultss Adults
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Below
Basic

Proficient

14%

12% 

53%

National Assessment of Adult Literacy (NAAL): National Center for Educational Statistics, U.S. 
Department of Education, 2003.

Basic or Below Basic

44%  of  H.S. Grads

59%  of  Adults ≥ 65

Avg. Adult

22%



77 M Adults - Basic or Below Health Literacy 

•Cannot understand how to take Rx medicines based on 
common label instructions

•Cannot identify 3 substances that interact with an OTC drug 
based on the label



U.S. high school dropout rate is 30%U.S. high school dropout rate is 30%



VideoVideo
You can’t tell by looking



• Primary container labels
(state regulated, FDA requirements)

• Auxiliary Labels (Warning Labels)
(industry-generated, not standardized)

• Consumer Medication Information (CMI) 
(industry-generated)

• Medication Guides-Prescription only for providers 
(28 developed  by FDA)

• Patient Package Information (PPT)-for provider
(written by manufacturer approved by FDA)

Medication Label 
A System of Information



Drug 

PPI

Auxiliary Label

Primary Container Label



Language… ¿English 
and/or Spanish?



PIL
(Patient Information Leaflet)



FDA and OTC Drug Labels

1966-Fair Packaging and Labeling Act
All consumer products in interstate commerce to 
be honestly and informatively labeled

1999-Creation of Drug Facts Label for OTC’s
Required standard format for all OTC drug 
labels to give easy-to-find information





OTC Drug Facts



PPI for OTCs

FDA requires insert for limited number 
of OTC drugs

•Vaginal sponges
•Vaginal anti-fungals
•H2 blockers
•Nicotine replacements





Hidden Problems with Medication Labels

• More than 10,000 Rx and 
300,000 OTC in U.S. market

• Over 1/3 of U.S. adults cannot 
understand common dosing 
instructions on a pill bottle

• Poor understanding is a source 
of medication error and an issue 
of safety

• Simple label instructions are not 
always clear or understood

John Smith     
Dr. Red

Take two tablets 
by mouth twice 
daily.

Humibid LA       
600MG
1 refill



VideoVideo
Understanding medication labels:  An issue 

of safety



One 
capsule 
twice daily

One 
tablet 
by 
mouth 
twice a 
day for 
3 days

One 
tablet 
two 
times 
a day

One 
tablet by 
mouth 
twice a 
day

Tomar
1tab XLA 
boca
vezdia X7 
dias luego
do XLA 
boca X7 
dias

Take one 
by mouth 
3? Times 
a day

Take as 
directed



“How would you take this medicine?”

• 46% did not understand instructions ≥ 1 labels

• 38% with adequate literacy missed at least 1 label

395 primary care patients in 3 states



“Show Me How Many Pills 
You Would Take in 1 Day”

John Smith        Dr. Red

Take two tablets by 
mouth twice daily.

Humibid LA       600MG
1 refill



Rates of Correct Understanding vs. Demonstration 
“Take Two Tablets by Mouth Twice Daily”
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“What does this warning label mean?”

• 9 pharmacists and  5 physicians choose 8 
commonly used warning labels 

• 253 public health primary care patients were 
shown bottles one at a time



Simple familiar wording             
understood by most patients

•84%

(1st gd.)



More complex message limited 
comprehension

59%

(10th-12th gd.)



Unfamiliar multi-step 
instructions rarely understood

8%

(12th-13th gd. level)



Comprehension Increased with          
Patient Literacy Level

<6

In multivarient analysis only literacy and age predicted comprehension.

Patients with low literacy (< 6th gd.) 3X more likely to incorrectly 
interpret warning labels.

7-8 >9

79% 86% 88% †

35% 66% 78% *

8% 64% 82% *

8% 18% 23% *

0% 6% 15% *

* p<.0001, † p<.05



• “Someone swallowed a nickel”

•“ Indigestion”

• “Bladder”

• “Looks like a ghost- Casper”

What does this picture mean?



Does adding the words help?

• “Chew pill and crush before swallowing”

• “Chew it up so it will dissolve, don’t swallow        

whole or you might choke”

• “Just for your stomach”



What does this picture mean?

• “Somebody is dizzy”

• “Don’t touch this stuff”

• “Take anywhere”

• “Chills or shaking”

• “Someone is having an experience with God”



Does adding the words help?

• “Use extreme caution in how you take it”

• “Medicine will make you feel dizzy”

• “Take only if you need it”



Labels-short and simple, 
but not clear to many

Many need more specific, 
concrete information.

• “What time do I take them?”

• “Do I take every 4 or 6 hours?”
•

• “Do I take them with food?”

• “What if I can’t afford a whole  
bottle?”

Take one 
tablet four 
times daily.



Conclusions
• Health literacy=skills + task complexity

-U.S. skill level not improving
- “ordinary” adult lacks adequate skills
-task complexity (labels) need improvement

• Research findings:
-simple does not equal clear
-current warnings confusing
-limited evidence of “best practices” for labels



How to Improve OTC Labels?
• Find the best way to say it (Clarification)
• Always say it the same way 

(Standardization)
• Don’t say more that you need to 

(Evidence)
• Make up your mind about language 

(Spanish?)
• Warn with an icon 
• PPI’s – Information for advertising?
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